IHCTPYKIIIA
IJIsI METHIHOT 0 3aCTOCYBaHHS JIiIKapCHKOI'0 3aC00y

JITPUKA

(LYRICA®)

Cknao:

ditoua pevosuHa: mperabanin;

1 kamcyna mictuth 50 Mr, 75 mr, 150 mr a6o 300 Mr nperabariny;

0ONoMIdCHI pe4oBUHU: TAKTO3a, MOHOTIAPAT; KPOXMalb KYKYPYO3sSHUM; TalbK; 000JI0HKA KaIlCYJIH:
JKeJlaTuH, Boga, TutaHy giokcup (E 171), HaTpiio naypuncynb@at, KpeMHil0 JiOKCUA KOJTOITHUI

0e3BopHUIA, 3a/mi3a okcup yepBoHui (E 172) (mns karcyn o 75 mr Ta 300 Mr); YopHUIIa: IIeNaK,
3amiza okcup yopHuu (E 172), mpomineHrnikosb, Kajilo TiIpoKCHs,.

JIikapcbka ¢opma. Kancymnu.
OcCHoO8HI (pi3uKko-XimMiuHI 81acmugocmi.

- Kancynu mo 50 mr: TBepai Hempo3opi (0imi/6ini) xKeTaTUHOBI Karcyau 3 YOpHOI0 CMYTO0I0, PO3Mipy 3,
1110 MiCTSTh IIOPOIIOK Ginoro abo Maiixke 0inoro Konbopy. Bindutok Ha Kopmyci «PGN 50», Ha
Kpuieuti - «Pfizer» 4opHUM YOpHUIIOM.

- Kancynu mo 75 Mr: TBepai Hempo3opi (0ini/moMapaHyeBi) xKeTaTUHOBI Kalcymu, po3Mipy 4, 1o
MiCTSITh IOPOIIOK Oinoro abo maixke 6inoro Kombopy. BigneuaTok Ha Kopmyci «PGN 75», Ha
Kpuieuti - «Pfizer» 4opHUM 4OPHUIIOM.

- Kancynu mo 150 mr: TBeppi Hempo3opi (6iri/6ini) xkemaTUHOBI Karcynu, po3Mipy 2, 0 MiCTSTh
nopotok 6inoro abo Maiixke 6ioro Konbopy. BinneuaTok Ha Kopnyci «PGN 150», Ha Kpuieyrti -
«Pfizer» 4OpHUM YOPHUIIOM.

- Kancynu mo 300 Mr: TBepai Hempo3opi (Oini/moMapanyeBi) xkenaTUHOBI Karicyau, po3Mipy 0, 1o
MiCTSTBh ITOPOIIOK Gistoro abo Maiixke 6inmoro Konbopy. Binbutok Ha Kopmyci «PGN 300», Ha
Kpuieutli - «Pfizer» 4opHUM 4OPHUIIOM.

®apMakoTepaneBTHYHA rpymna. [[poTHeminenTuyHi 3aco0u. IHII mpoTueninenTuyHi 3acoou.

Kom ATX NO3A X16.

®Papmako102iuHi 8 1acmueocmi.



®apmakoOuHamika.

Ilitoua peyoBuHa - mperabasil, 10 € aHaJI0TOM raMMa-aMiHOMAacCIIsIHOI KucioTH [(S)-3-
(amiHmOMeTHII)-5-MeTUIreKCaHoBa KUCIIOTal.

MexaHi3M mil.

[TperabariH 3B’S3y€ThCS 3 JOTIOMiKHOI0 cybomuHuIeo (a,-d 6if0K) moTeHIlian3anekHUX KalbllieBUX
KaHaJIiB y IleHTpaJbHiil HepBoBii cucteMi (LIHC).

Kniniyna epexTuBHICTE i Oe3mexa.

- HetliponamuyHuti 6inb.

[Tig yac mocmipkeHb 0yJI0 TPOAEMOHCTPOBAHO e(DeKTUBHICTE IIpenapary [AJisd JTiKyBaHHS OiaOeTHYHOl
Helponarii, TOCTrepleTHYHOI HEBPAJITil Ta ypakeHHsS CIMHHOTO MO3KYy. EQeKTuBHICTh IIpenaparty
IIPY iHIIMX BUaX HEMPONMATUYHOTO 6OJII0 He BUBYAJIH.

[Tperabarin BuB4Yanu B Xofi 10 KOHTPOIbOBAHUX KITiHIYHUX OOCIIIXKEHb TPUBATICTIO 00 13 THXKHIB 3
PexKUMOM [I03yBaHHS IIpemapaTy ABiui Ha mo6y Ta B XO[i HOCIigKeHb TPUBAJIICTIO N0 8 THUXKHIB 3
pPexMMOM [03yBaHHs Tpudi Ha J00y. 3aranom mpodini 6e3neku 1 e()eKTUBHOCTI OJI PEKUMIB
[03yBaHHA [IBidi ¥ Tpuui Ha K00y Oynu NomiOHUMU.

Y xomi KMiHIYHUX HOCTIIXKEHb TPUBAIICTIO 10 12 TUXKHIB, B SIKUX JTiIKapChKUi 3aCi0 3aCTOCOBYBaIU
U1 TiKyBaHHST HEMPOMAaTHUYHOT0 007110, 3MEeHIIIeHHS 00710 TepuepruyHOro Ta LeHTPaIbHOTO
TIOXOIKEeHHS CIIOCTePiranaocs Miciisg IepIIoro THKHS Ta 30epiranocs MpoTIroM ychoro mnepiogy
JIIKyBaHHA.

Y xofi KOHTPO/IHOBAHUX KITIHIYHUX [OCTiIXKEHb epudepruiHoro HelpomnaTuyHoro 600 y 35 %
NallieHTiB, SIKi 3aCTOCOBYBaIM peradarid, Ta y 18 % mnauieHTiB, sSKi oTpuMyBanu miaiebo,
crocTepiranocs mokpainanHsa Ha 50 % 3a IKaio omiHKy 00510, Cepel MallieHTiB, y SKUX He
BUHUWKaJla COHJIUBICTh, TaKe MOKpalllaHHs crocTepiranocs y 33 % mali€eHTiB, Ki 3aCTOCOBYBaJIU
nperabariH, Ta y 18 % mariienTiB 3 rpynu nnane6o. Cepeq nalieHTiB, y SKUX BUHUKAJIA COHIUBICTS,
YyacTKa MallieHTiB, SKi BifMOBimu Ha Teparito, craHoBua 48 % y rpymi nperabaniny ta 16 % y rpymi
m1aeoo.

Y xomi KOHTPOIBLOBAHOTO KITIHIYHOTO MOCTIMKEeHHS HeHPOIaTUYHOT0 00JII0 IIEHTPAIbHOT0
IOXOIKeHHA y 22 % MallieHTiB, SKi 3aCTOCOBYBaju nperabariH, Ta y 7 % MallieHTiB, Ki OTpUMyBaIu
nyanebo, crocTepiranocs nokpamaxHsa Ha 50 % 3a 1IKano OIiHKY 00JTIo.

- Eninencis.

[lonaTkoBe mikyBaHHs. [Iperabaiid BuBYamu B X04i 3 KOHTPOJIbOBAHUX KITIHIYHUX JOCITiIXKEHb
TPUBAJiCTIO 12 THXKHIB 3 peKMMOM HN03yBaHHS OBiui abo Tpuui Ha moby. 3aranom mnpodini 6e3meku i
e(eKTUBHOCTI {719 PeXKUMIB 103yBaHHA [Bidi it Tpudi Ha K00y O6ynu mogiOHUMHU.

3MeHIIeHHS YaCTOTY CYAOMHUX HallafiB CIOCTEPIrajocs BXe Ha IepIIoMy THUXHI.

HOitu. EexTuBHiCTL Ta Oe3neka nperabainy K OOMOMIXKHOT0 3aco0y IIpH erinencii amns
miTed BikoM 1m0 12 pokiB Ta mis HiIiTKiB He BcTaHOBIeHi. [T00iuHi peakiril, 1110
CIIOCTepiranaucs B OOCHIAKEHH] 3 BUBYEHHS (apMaKOKiHETUKH Ta II€PEHOCUMOCTI, [0 IKOTO
Oynu BKITIOYEHi mallieHTH BiKoM Bif 3 Mics1iB mo 16 pokiB (n=65) 3 nmapiiarbHUMU



CyIOMHUMU HanafgaMu, 0ynu nomibHi mo mobiyHuX peakiliii y mopocnux. PesynbraTy 12-
THKHEBOTO0 1171a11e60-KOHTPOIbOBAHOTO MOCIIiIXKEeHHS 3a y4acTio 295 mitelt BikoM Big 4 mo 16
POKiB Ta 14-meHHOTO Mare00-KOHTPOILOBAHOI0 JOCTIAXKEeHHS 3a y4acTio 175 miTei BikoM
Big 1 mics1g mo MeHIie 4 pokiB, METOIO SKuX Oyila olliHKa e(eKTHBHOCTI Ta Oe3MeKu
nperabaJtiny K JOIaTKOBOI Teparril mapiiialbHUX CYOOMHUX HallaMliB, Ta IBOX BiTKPUTUX
IOCIimKeHb 0e3meKky TpuBasicTio 1 pik 3a yyacTio 54 Ta 431 miTel BigmoBigHO, BiKOM BifI

3 micsiB mo 16 pokiB 3 emiencielo BKa3ylTh Ha Te, 10 TaKi Mo0iYHi peakliii, IK MipeKcis Ta
iH(eKIIil BepxHiX AUXalbHUX IIISAXIB, y AiTE€H CIIOCTEPIral0ThCA YacTillle, HiXK y JOPOCIUX
TarfieHTiB 3 eminernciero (muB. po3minu «Crmoci0 3acTocyBaHHS Ta m03u», «I1o0iuHi peakirii» Ta
«DapMaKOKiHETHKA»).

Y 12-tuxHeBoMYy Mj1a11e60-KOHTPOJILOBAaHOMY [OCIiAKEeHHi AiTsaM (BikoM Big 4 0o 16 pokiB)
npu3Haydany nperabatid mo 2,5 Mr/kr/mo0y (Makcumym 150 Mr/mo0y), nperabain mo 10 mr/kr/moby
(Makcumym 600 mr/mo6y) abo nnate6o. ITpunaiiMHi 50 % 3MeHIIeHHS NapliaJlbHUX CYOOMHUX
Hamnafis, y IOPiBHSHHI 3 BUXiJHUM pPiBHeM, crioctepiranocs y 40,6 % malfieHTiB, SKi OTpUMyBaIu
nperabais y mo3i 10 mMr/kr Ha go0y (p=0,0068 mopiBHsaHO 3 manebo), 29,1 % maijieHTis, Aki
oTpuMyBanu nperabarnin y moai 2,5 mr/kr/no0y (p=0,2600 nopiBHsAHO 3 nnaiuebo) Ta 22,6 % TUX, XTO
OTpPUMYBaB IL1ane6o.

YV 14-genHoMy maie60-KOHTPOILOBAHOMY OOCIiMXKeHHi miTsaM (BikoM Bimg 1 micsis go mMeHiIme 4 pokiB)
npu3Haydany nperabanin 7 mr/kr/mo6y, mperabanin 14 mr/kr/mo6y abo mnaie6o. MenianHa mo6oBa
YacTOoTa Cy4OM Ha BUXITHOMY piBHI Ta Ha 3aKJIIOYHOMY Bi3WUTi CTAHOBUJIA BiAmoBigHO 4,7 i 3,8 mis
nperabaniny B mo3i 7 Mr/kr/oo0y, 5,4 Ta 1,4 nnsa nperabaniny B mo3i 14 Mr/kr/mo6y Ta 2,9 i 2,3 ons
nnaue6o. [Iperabanin y no3i 14 mr/kr/go0y 3HaYHO 3MEHIIyBaB JIorapu(MiuHO ITepeTBOPEHY YacTOTy
mapIliaTbHUX CyIOMHMX HamafiB y MOpiBHSHHI 3 nnauebo (p = 0,0223); mperabariH y mosi

7 Mr/kr/no0y He IPOAEMOHCTPYBaB IOKPAIlleHHS MOPiBHIHO 3 T1anebo.

Y 12-TuxXHeBOMY ITale00-KOHTPOIbOBAHOMY HOCIiMKEHHi MaIlieHTIB i3 TepBUHHUMU
reHepanizoBaHuMU TOHiKO-KnoHiuHUMH ([IT'TK) Hanmagamu 219 nauierTtam BikoM Bif 5 1o 65 pokis (3
HUX 66 0ci6 BikoM Big 5 mo 16 pokiB) 6yno mpu3HadyeHo mperadarnid y mo3i 5 Mr/kr/moby (MakCcuMym
300 mr/mo0y) abo 10 mr/kr/ooby (MakcumyM 600 Mr/mo0y) uu mnaiebo K HOMOMIXKHY Teparriio.
[Tpunanimii 50 % 3menwmenHs yactotu [II'TK Hanapis cnoctepiranocsa y 41,3 %, 38,9 % ta 41,7 %
NallieHTiB, SIKi oTpuMyBanu nperabamnid y gosi 5 Mr/kr/mo0y, nperabanid y gosi 10 mr/kr/go0y Ta
mtanebo BiAmoBimHO.

MoHnoTepamnid (y DallieHTiB 3 ynepiile OiarHOCTOBAaHUM 3axXBopioBaHHAM). [Iperabasid BuBYanu B X0xi
1 KOHTPOJILOBAHOT' O KJIIHIYHOT0O AOCIIIXKEHHS TPUBAJIICTIO 56 TUXKHIB 3 peKUMOM [03yBaHHA ABiYi Ha
noOy. ITpu 3acTocyBaHHi mperabaniny He 0YI0 JOCATHYTO OMHAKOBOI'O PiBHS €(peKTUBHOCTI
IIOPIBHAHO 13 3aCTOCYBAHHAM JIaMOTPUAXKUHY, 3TITHO 3 OLIHKOI Yepes3 6 MicsALiB 3a KiHLIEBOIO
TOYKOIO - BiICyTHICTIO CyoOMHUX HamapiB. [Iperabanin i mamoTpupxut 6ynu ogHaKOBO 6e3MeYHUMU
Ta Jo0pe MepeHoCUIuCs.

- 'eHepanizosaHuli mpugodcHuUll po3aad.

[Tperabarin BUBYaIHM B XOMi 6 KOHTPOILOBAHUX HOCIIiIXKEeHb TPUBAICTIO 4-6 THXKHIB, OMHOTO
OOCII>KeHHS TPUBAIICTIO 8 TUXKHIB 3@ y4aCTIO IAlli€HTIB JIITHLOTO BiKy Ta OGHOTO TPHUBAJIOTO
IOCTiAKeHHS MPoGinakTUKU PELUOUBY 3 MOABINHO CIinoio ¢pa30io TpodilakTUKU PerufuBy
TPUBAICTIO 6 MiCAIiB.

3MeHIIIeHHS CUMIITOMIB reHepali30BaHOr0 TPHBOKHOTO PO3JIaAy BiAMOBIAHO A0 MIKanu ['aMinbTOHa
015 omiHKY TpuBOoXKHOCTI (HAM-A) cocTepiranocs Bxke Ha TUXKHI 1.



Y xomi KOHTPOJIbOBaHUX KITIHIYHUX OOCTIAXKEeHb (TpuBamicTio 4-8 TUXKHIB) y 52 % mallieHTiB, SAKi
3aCTOCOBYyBaIH mperabariH, Ta y 38 % marieHTiB 3 rpymnu mianebo CIocTepiranocs mokpallaHHs He
MeHIe Hixk Ha 50 % 3a 3araabHOI0 KiIbKicTio OasmiB 3a mKkanoo HAM-A Bim BUXigHOTO PiBHS 10
KiHIIeBOI TOUKH.

[Tig 4ac KOHTPOJIbOBAHUX [OCIIiAXKEHb HEUITKICTh 30PY YaCTillle CIIOCTepirajacs y Nali€eHTiB, IKi
3aCTOCOBYBaJIM IIperabarliH, HiXK y IallieHTiB, SKi oTpuMyBasnu mniare6o. Y GinbiIocTi BUnaaKis 1e
SIBHUIIE 3HUKAJIO IIPYU IIPONOBXKeHH] Teparii. OpTanbMonoriyae o6cTexkeHHs (BKITI0Ya0uy IIEPEBipPKy
TOCTPOTH 30Dy, hopMaibHY IIePeBipKy IOJIS 30py Ta OOCIigKEeHHS 0YHOTO AHA IIPX PO3IIKPEeHil
3iHMIl) Y paMKaxX KOHTPO/IbOBAHUX KIIIHIYHUX [OCIiAXKeHb BUKOHYBanocsd y noHap 3600 maifieHTiB.
Cepe 1IuX MallieHTiB TOCTPOTA 30PYy Hmoripinunacs y 6,5 % maifieHTiB y rpymi nperabaniny ta y 4,8 %
nalieHTiB y rpymi mnane6o. 3MiHu 1Moy 30py BusiBiieHo y 12,4 % mallieHTiB, SKi 3aCTOCOBYBaIu
nperabarniH, Ta y 11,7 % nauienTis 3 rpynu nnaiebo. 3MiHM Ha ouHOMY OHi BUSBIEHIy 1,7 %
NallieHTiB, SKi oTpuMyBanu nperabaniy, Tay 2,1 % marieHTiB y rpymi miare6o.

- @ibpomianais.

EdekTuHicTh npenapaty Jlipuka 6ya BCTaHOBNIeHa Y OGHOMY 14-TUXKHEBOMY IIOABIMHO CITiIIOMY
n1a1e60-KOHTPOJIbOBAHOMY MYJIbTHUIIEHTPOBOMY HociimxkeHnHi (F1) Ta B ogHOMY

6-THKHEBOMY PaHAOMi30BaHOMY HOCiigKeHHI BinMiau (F2). V ui gocnigkeHHs 3anydanucs MalieHT
3 miarHo3oM «(ibpoMianrisi» Ha OCHOBI KpUTePilB AMEPUKaHCHKOTO KOJIEKY PEBMAaTOJIOTil
(mommpenu#t 6inb MPOTAToM 3 MicsALiB B aHaMHe3i Ta 6inb, mpucyTHi# B 11 uu Ginbire 3 18
crenudigHux 60ILOBUX TOYOK). [lOCTiIKEHHS TPOIeMOHCTPYBAIX 3HUKEHHS 00J110 3a Bi3yasIbHOIO
aHaJIOT0BOIO ITKasiok0. [ToKpalleHHs J0JaTKOBO OyJI0 IPOIEeMOHCTPOBAHO 3a 3arajbHOI0 OI[iHKOIO
nallieHTa Ta 3a ONMUTYBAHHAM ILIOM0 BIIUBY (piOpomianrii.

[itu. Byno mpoBeneHo miae60-KOHTPOIbOBaHEe [OCTiIXKeHHS TprUBalicTio 15 TUXHIB 3a yyacTtio 107
miter BikoMm 12-17 pokiB 3 ¢pibpomianrieto, gKi 3acToCOByBasu npenapart Jlipuka y mo3i

75-450 Mr Ha mo0y. 3a pe3ynbTaTaMH OIIiHKY ITEPBUHHOI KiHIIEBOI TOYKYU €(peKTUBHOCTI (3MiHa
3arajbHOil iHTeHCHBHOCTI 607110 Bif 6a30BOTO PiBHS [0 THXKHS 15; po3paxoBaHO 3a HomomMorow 11-
OaIbHOI IITKAIK OLiHIOBaHHS) OYJI0 MPOAEMOHCTPOBAHO YKCEJIbHO OibIlle IIOKPALIEHHS CTaHy
TIallieHTiB, SIKi 3aCTOCOBYBaIM IIperadarliH, MOPiBHSAHO 3 NallieHTaMH, SKi mpuiimManu mianebo, aje 1e
TIOKpallleHHSI He NOCAT/IO CTaTUCTUYHOI 3HauymocTi. HayacTimumu no0iYHUMY peakIlisiMu, sKi
CIIOCTEpIranucs y KIiHIYHUX OOCigKeHHAX, OyIu 3aiaMOpOdYeHHs, HygoTa, TOJIOBHUM Oifb,
36inbIIEHHST MACH Tijla Ta CTOMJIIOBAHIiCTh. 3aranbHul npodins 6e3neku y miamiTkis 6yB nogibHuM no
TAKOTO Y OOPOCIuX i3 pibpomianriero.

dapmakokiHemuka.

dapmakoKiHeTHYHI TOKa3HUKY IIperabaiiHny B PiBHOBaKHOMY CTaHi 0yIu MOAiOHMME Y 30OPOBUX
no6pOBOJIBIIIB, MALIIEHTIB 3 eMiNencielo, sIKi MpuiMany MPOTHUEiIENITUYHI TpernapaTy, Ta Y NallieHTiB
3 XpOHIYHUM 60JIEM.

AGcopOrTis.

[Tpera0ariH IIBUAKO BCMOKTYETLCS IIPU IPUMOMI HaTIIE i JOCcATae MaKCUMaJIbHUX KOHIIEHTpallill y
n1a3Mi KpoBi mpoTsiroM 1 TONUHY MiCys OMHOKPATHOTO abo 6araToKpaTHOTO 3aCTOCYBaHHS.
Po3paxoBaHa 6iofocTynHIiCTh peradariny mpu nepopasbHOMY 3aCTOCYBaHHI CTaHOBUTH = 90 % i He
3aJ1eXXUTh Bif mo3u. [1pu 6araToKpaTHOMY 3aCTOCYyBaHHI PiBHOBaXKHUM CTaH [IOCATAETHCS Yepes
24-48 ropuH. IIIBUOKICTH BCMOKTYBaHHS NperabaiiHy 3HUXKYETHCS IIPH ONHOYACHOMY IIPUIOMI 3
1XKeto, 1110 TPU3BOOUTH 0 3MEHIIIEHHST MaKCUMallbHOI KoHIeHTpalii (C,,,) mpubnu3no Ha 25-30 % i
TIOJIOBXKEHHS 3Ha4YeHb t,,, mpubnusHo no 2,5 roguau. OgHAK mIpuioM nperabdasiHy OgHOYaCHO 3 1XKeto



He MaB K/TiHiYHO 3HAQYyIIOro BIUIMBY Ha CTYIiHb KOTO abCcopOILil.

Po3moomin.

B xogi mokniHiuHUX mocifKeHb 0yJ10 MOKa3aHo, 1o mperabasid MpoHUKAE KPi3b
reMaTtoeHIedanigyaui 6ap’ep y Mullel, mypis i MaBm. Byo BcTaHOBNEHO, 1110 perabatiH TPOHUKaE
Kpi3b MJIalleHTy y MyPiB i BUAINIETHCA B MOJIOKO IIypPiB ¥ Iepiof nakTallil. Y moauHu 00’ eM
posmnopiny nperabaiHy Iicis mepopasbHOr0 3aCTOCYBAHHS CTaHOBUTE mpubnu3uo 0,56 j/Kr.
[TperabaniH He 3B’43y€ThCA 3 OiIKaMu IJ1a3MHU KPOBI.

MeTabomi3M.

Y miogunu nperabasid 3a3Hae He3HAYHOr0 MeTabomni3My. ITicyis BBemeHHS [H03U Mid4eHOr0
PaflioaKTUBHOIO MiTKOI0 mperabaniny 6:1u3bk0 98 % pamioakKTMBHOI PEYOBUHYU BUBOOUIIOCS 3
cedelo y BUTTIAMAI He3MiHeHOro nperabaniny. YacTka N-MeTuIb0BaHOl MOXigHOI

nperabaJtiny - OCHOBHOT0 MeTaboJIiTy mpemapary, 110 Bu3HauaBcs B cedi, - craHoBuma 0,9 %
BBefieHol mo3u. I1im yac moKmiHiYHUX OOCiIXKeHb He BimOyBasocs palemisarii S-
eHaHTioMepa mnperabarniny B R-eHaHTiomep.

BuBenmenHs.

[Tperabarid BUBOOUTHLCS 3 CUCTEMHOTO KPOBOTOKY B HE3MiHEHOMY BUTIISIII, ITIePEBAKHO HUPKAMH.
CepeqHiit mepion HamiBBUBeOeHHS MperabaniHy cTaHOBUTH 6,3 roguHu. [11a3MoBUit Ta HUPKOBUM
KJTipeHC nperabasiny IpsiMo IPOTOPIIiiHI KilipeHCYy KpeaTuHiHy (IuB. po3nin «dapMakoKiHeTHKaA.
HupkoBa HEIOCTATHICTH»).

[MTamieHTaM 3 mopyiieHHSM GYHKII HUPOK abo mallieHTaM Ha reMofiaidi HeoOximHa KOpeKIis qo3u
npemnapary (ouB. po3mnin «Crmocib 3acTocyBaHHS Ta HO3U», TaONUIIS).

JIiHiNHICTB/HEIIHIUHICTE.

dapmakokiHeTHKa nperabasniny € aiHiHOIO [T BChOT0 PEKOMEHI0BAHOI0 Aialla30Hy [03.
BapiaGenbHicTh hapMakoKiHeTUKY Iperabaniny cepeq naiieHTiB € Hu3bKoio (< 20 %).
dapmakokiHeTHKa Ipy OaraTOKpaTHOMY 3aCTOCYBaHHi € mepef0ayyBaHOIO Ha IifCTaBi JaHUX,
OTPUMaHUX IIPU 3aCTOCYBaHHI OQHOKpPATHOI f03u. TaKuM YMHOM, HEMAa€E NOTPebH B MJIaHOBOMY
KOHTPOJIi KOHIIEHTpaliil nperabaiidy B myia3Mi KpoBi.

CraTtse.

PesynpraTy KIIiHIYHUX OOCIIIIXKEHD CBiAYATh IIPO BiICYTHICTH KJIIHIYHO 3HQYYIIOT0O BIJIUBY CTATl Ha
KOHIIeHTpallil mperabasiny B 11a3Mi KpOBi.

HupKoBa HEIOCTATHICTE.

Knipenc nperabaniny npsmo MponopLiiHuii KTipeHcy KpeaTuHiny. Kpim 1poro, nperabaiin
e(eKTUBHO BUAAJISIETHCA 3 IIJIa3MU 3a JOIIOMOT00 reMofiani3y (micnisa 4 roguH reMofianisy
KOHIIEHTPallig mperadainy B a3Mi KpoBi 3MeHIIyeThCsA Pubau3Ho Ha 50 %). OcKinbKu npemnapar
BUBOJUTLCS B OCHOBHOMY HUPKaMH, MallieHTaM 3 HUPKOBOIO HEIOCTATHICTIO HEOOXiIHO 3MEHIIyBaTH
I03y Ipemnapary, a Iicis reMofianidy - 3aCTOCOBYBaTH AOAATKOBY 03y (muB. po3ain «Crocib
3aCTOCYBaHHS Ta NO3U», TAOINUIIS).

[TeuinkoBa HEOOCTATHICTE.



CrerianbHux (hapMaKOKiHETUYHUX OOCIIIXKEHb V MAIliEHTIB 3 IeYiHKOBOI HENOCTATHICTIO HE
nposogunucs. OCKinpKu mperabaiid He 3a3Ha€ 3HAYHOTO MeTab0/Ii3My Ta BUBOTUTHCS 3 CEUEI0
IepeBakHO B HE3MiHEHOMY BUTJISIII, TO MaJIOMMOBIpHO, 1100 IOPYyIIeHHS QYHKINI MeYiHKu MaJio
3HAUYIIMH BIJIMB Ha KOHIIEHTpalio rnperabaniny B maa3mi KpoBi.

iTH.

dapMaKOKiHeTHKY IperabastiHy OILiHIOBaIM 3a yYacTIO AiTeH 3 erminerncieio (BikKoBi rpymu: Big 1 mo

23 micais, Big 2 1o 6 pokis, Big 7 mo 11 poxkiB i Big 12 mo 16 pokiB) mpu 3aCcTOCyBaHHi 103

2,5 Mr/kr/moby, 5 mr/kr/mo0y, 10 Mr/kr/moby Ta 15 Mr/kr/moby B xofi mocmigkeHHST papMaKOKiHETUKYI
Ta MEePEHOCHUMOCTI.

[Ticnst mepopasibHOTO 3aCTOCYBaHHS mperadatiHy OiTAM HaTIe Yac HOCATHEHHS MaKCUMaJbHOI
KOHIIeHTPaIlil B I71a3Mi OyB y LiJTOMy aHaJIOTiYHUM Y BCiX BiKOBUX I'pynax i cTaHOBUB Bif 0,5 roguxu
00 2 TOOWH IiCNS IPUUOMY.

3nauenHs C,,, i IioIi mig KpuUBOO 3a7eKHOCTI KOHIeHTpalii Big yacy (AUC) mperabaniny 3pocTtanu

niHiliHO 3i 30iNbIIeHHAM 03U B KOXKHIil BiKOBi#l rpymi. Y miTeit 3 Macoro Tina go 30 xr 3HayeHHs AUC
oynmu HuxkuuMu Ha 30 %, 1m0 06ymoBiieHo 30inbiIeHHSIM Ha 43 % KIIipeHCy, CKOPUTOBaHOTO 3a Macolo
Tijla, y I[UX MallieHTiB y MOPIiBHSAHHI 3 Mal[ileHTaMU 3 Macomw Tina = 30 KT.

Kinnesuit nepion HamiBBUBeeHHs peradasiny CTaHOBUB y cepegHboMY 0/1M3bK0 3-4 TOOMH Y OiTen
BiKOM 110 6 POKiB Ta 4-6 TOOUH y AiTel BiKOM Bifi 7 POKIB.

Y xomi nonynsniitHoro papMakoKiHETUYHOTO aHani3y Oyy0 MoKa3aHo, 110 KJlipeHC KpeaTHHiHY O6yB
3HAUyII0K KOBapiaToo [ KJIipeHCY IepopajbHOTo IperabasiHy, a Maca Tina 0ysa 3Ha4yIIoio
KOBapiaTolo [Jis ysIBHOTO 00’eMy PO3NOAiNy TepopailbHOro nperabaiiny, i ey 38’130K 0yB
aQHAJIOTIYHUM Y AiTel i JOPOC/IMUX MallieHTiB.

dapmakoKiHeTHKY IIperabaiHy y MallieHTiB BIKOM MeHIIe HiXK 3 MicsIli He BUBYaIH (OUB. PO3Min
«Cmocib 3acTocyBaHHS Ta fo3u», «I1o6iyHi peakiii» Ta «®apMakoguHaMika»).

[NalieHTH JiTHHOT'O BiKYV.

Knipenc nperabaniny Mae TeHOEHIIiI0 [0 3MeHIIIeHHS 3 BikoM. Take 3MeHIIIEHHS KITipeHCy
nmperabariHy TPy WOT0 3aCTOCYBaHHI MEePOPaJIbHO Y3TOOXKYETHCS 31 3MEHIIIEHHSIM KITipeHCYy
KpeaTuHiHy, TI0B’g3aHuM 3i 30inblieHHAM Biky. [TanieHTaMm 3 mopyuIeHHIM (QYHKIII HUPOK,
IIOB’sI3aHUM i3 BikoM, MoKe OyTH IIOTpiOHE 3MeHIIeHHs 03U nperabaniny (qus. po3min «Cmocio
3aCTOCYBaHHS Ta I03U», Tabmuis 1).

T'ogyBaHHS TPYOOLo.

dapmakokiHeTHKy nperabasiny mpu #oro 3acTocyBaHHi y 7o3i 150 Mr koxHi 12 rogus (no6oBa no3a
300 mr) omintoBanu y 10 XiHOK, SIKi romyBanu IPyAOlo, IIOHaWMeHIIIe yepe3 12 TUXKHIB IiCIIs MOJIOTiB.
logyBaHHS IPyAOIo He BIUIMBaI0 abo Majio He3HaYHUY BIUIMB Ha apMaKOKiHETHKY Iperabainy.
[Tpera0ariiH MOTpamgB y TpygHEe MOJIOKO, IPU LIbOMY MOT0 CepefHi KOHIIeHTpallil B PiBHOBaKHOMY
CTaHi cTaHOBUIM O651M3bK0 76 % KOHI[eHTpAallill ¥ Iya3Mi KpoBi MaTepi. Po3paxoBaHa f03a, SIKy
OTPUMY€E HEMOBJIS 3 'PYIHUM MOJIOKOM (IIpU CEPEeIHLOMY CIIOXKUBaHHI Moyioka 150 mi/kr/moby) Bin
XKiHKM, siKa MpuiMae mperabanin y mo3i 300 mr/mo0y a6o y MakcuManbHi# m103i 600 Mr/mo0y,
cranoButs 0,31 abo 0,62 mr/kr/mo0y BignoigHO. Lli po3paxoBaHi 03U CTAHOBIATL IPUOITU3HO 7 %
3arasibHol 060BOI 1031 MaTepi B IepepaxyHKy Ha MI/KT.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.
HetiponamuyHutl 6iab.

[Tpemapart JlipyKa moKa3aHUM OJIs JTiKyBaHHS HEUPOIATUYHOTO 00110 IepudepruyHoro abo
IIeHTPAIbHOTO TIOXOIKEHHS Y JOPOCTIHX.

Eninencis.

[Tpemapar JlipyKa moKa3aHUM JOPOCTIUM SK JOJATKOBE JIiKyBaHHS IIPHU MaplLiaJlbHUX CYOOMHUX
Halajax i3 BTOPHHHOI reHepasilailiieo abo 6e3 Hel.

I'eHepanizosaHuti mpusoxcHuUl po3aao.
[Tpemnapart Jlipuka nmoka3aHUY Ojis JIiKyBaHHS Te€Hepali30BaHOT0 TPUBOXKHOTO PO3/any y HOPOCTIUX.

dibpomianais.

IIpomunoka3aHHA.

linepuyTnuBicTh O Aif040i pedyoBUHU ab0 [0 Oymb-sIKOl 3 JOTIOMiXKHUX PEYOBUH, IIePeTiueHux y
po3amini «Ckmag».

B3aemodisa 3 iHwumu aikapcbkKumu 3acod6amu ma iHwi eudu 83aemodii.

OckinbKu nperabarsii eKCKPeTYEThCS IepeBakHO B He3MiHEHOMY BUTJISIMI 3 cevyelo, 3a3Hae
He3HaYyHOTo MeTaboi3My B opraHi3mi mofunu (< 2 % 003U BUMIMAETHCA i3 ceyero v ¢hopmi
MeTabomiTiB), He iHTiOye MeTabo01i3M iHIINX MIpemnapariB in vitro i He 3B’93yeThCs 3 OinKaMu IIa3Mu
KPOBi, TO MaJI0O¥MOBIpHO, 110 Iperadajid MoXe CIPUYNHATH (apMaKOKiHETUUHY B3a€MOLi0 abo OyTu
00’€KTOM TaKol B3a€MO[Iil.

Iloci0xceHHA in vivo ma nonyAAauitiHutl papMakoKiHemuyHull aHanis.

TakuMm 4MHOM, B JOCIKEHHSX in Vivo He CIIOCTepiranocs KJIiHiYHO 3HAYyII0l (papMaKOKiHETUYHOI
B3aeMofii Mixk nperabaninoMm i peniToiHOM, Kapbama3emiHOM, BaIbIIPOEBOIO KHUCIIOTOIO,
JTAMOTPUAKUHOM, Ta0alleHTUHOM, JIOPa3ernaMoM, OKCUKOJOHOM YK eTaHOIOM. [TomymsiiHui
dbapMaKOKiHEeTUYHUY aHasi3 IPOOeMOHCTPYBAB, III0 ITepopasbHi mpoTuaiabeTHyHi 3acobu, miypeTHKH,
incymniH, penobapOiTars, Tiarabid i TomipaMaT He MalOTh KJTiHiYHO 3HAYYIIOTO BIIJIUBY Ha KIIipeHC
nperabariny.

ITepopasivHi KOHMpauenmueu, HopemucmepoH ma (abo) emuHisecmpadioa.

OpHoYacHe 3aCTOCyBaHHS IperabaiHy 3 mepopaabHUMK KOHTPAIENITUBAMU, HOPETUCTEPOHOM
Ta (ab0) eTUHiNeCTPagioioM He BIJINBA€ Ha (papMaKOKiHETHKY PiBHOBaXKHOTO CTaHY KOTHOTO 3 LIUX
JiKapCchKuX 3aco0iB.

Jlikapcuki 3acobu, w,0 enjausarome Ha ITHC.



[TperabariH MOXKe MOTEHIIiI0BaTH e()eKTH €TAaHOJY Ta Jlopa3enamy. Y mepiof moCTMapKeTUHTOBOTO
HarJIsay TOBiIOMIISIIIOCS PO BUIIAAKK AUXAJIbHOI HEAOCTATHOCTI, KOMU Ta CMEPTI y Malli€HTiB, SIKi
npuiiManu nperadajid pa3oM 3 omioifaMu Ta/a0o0 iHITMMY TiKapChKUMH 3aco006aMu, 110 IPUTHIYYIOTh
¢yukuito LTHC. [Tpera6ariH, iMOBipHO, ITOCUIIOE TIOPYIIEHHS KOTHITUBHUX Ta OCHOBHUX MOTOPHUX
GYyHKIIIYM, CIPUYMHEHI OKCUKOTOHOM.

B3aemo0ii y nauieHmis AimHb020 BIKY.

CrerianbHUX JOCTiOXKeHb hapMaKOIWHaMiYHOI B3aEMOTII 3a y4acTio JOOPOBOJIBIIIB JIITHROTO BiKy He
npoBoaunucs. [JoCmigKeHHs B3a€MOil TiKapChKUX 3aC00iB MTPOBOIUIIY JIUIIE Y HOPOCIIMX Talli€HTiB.

Oco6.1ueocmi 3acmocyeaHHsi.

Iauienmu 3 uykposum diabemom.

BigmoBigHO Mo YMHHOI K/TiHIYHOI MPAKTUKY, HesSKi MallieHTH 3 IYKPOBUM AiabeToM, Maca Tijla IKUX
36inmbInuIacs mif yac Teparil nperabaniHoM, MOXYTbh TOTPe0yBaTH KOPEKIIil 103U
IIyKPO3HUXKYBaIbHUX JTiKapChKUX 3aC00iB.

Peaxkuii 2inepuymausocmi.

[licns BUXOAy IperapaTy Ha PUHOK MIOBIIOMIIANIOCS IIPO PO3BUTOK Peakliiil IinepyyTIuBOCTI,
BKJIIOYAIOYM aHTiOHEBPOTUYHUY HAOPSK. [Ipy BUHUKHEHH] TAKUX CUMIITOMIB aHTi0OHEBPOTUYHOI'0
HaOpPsKY, K HAOpsAK 06114y, mepiopanbHuY HaOpsaK a60 HaOpPSK BEPXHiX AUXaIbHUX MIJIAXIB,
3aCTOCyBaHHS IiperabastiHy i HeraHO IPUIUHUTH.

3anamMopoyeHH s, COHAUBICMb, BMPAMA C8I00MOCMI, CNAYMAHICMb c8i0oMOCMi Ma NOPYWEeHHS
NCuxiku.

3acTocyBaHHS nperadasiHy CyIpoBOAXKYBaJIOCS MOSBOI0 3allaMOPOUYEHHS Ta COHIMBOCTI, 1[0 MOXKe
30iMbIINTY PU3UK BUHUKHEHHS TPaBMaTHYHUX BUNAMKIB (afiHHA) YV MAIli€HTIB IITHLOTO BiKy. TakoX
TiC/ISL BUXOAY IIperapaTy Ha PUHOK MOBIIOMIISIOCS IIPO BUIIAAKYU BTPATHU CBiOMOCTI, CIIyTaHOCTI
CBiIOMOCTI Ta MOPYIIEHHS MICUXiKU. Y 3B’S3KYy 3 IIUM IMalliEHTaM CJIifi peKOMeHayBaTu OyTH
00epexXHUMHU, JOKY iM He CTaHyTh BioMi MOXKJTUBI e(eKTH IIhOT0 JIIKapChKOTO 3aco0y.

Po3ssaadu 3o0py.

[Tig 9ac KOHTPOJIbOBAHUX [OCIIiAXKEHb HEUITKICTh 30PY YacCTillle CIIOCTepirajacs y Nali€eHTiB, IKi
npuiiManu nperadajid, HiXK y MallieHTiB, SKi oTpuMyBaiu mauebo. Y OinbluIoCcTi BUNAKIB 1€ SBUILE
3HMKAJIO IIPY IPOMIOBXKEHHI Tepatii. Y Xomi KTiHIiYHUX JOCTinXKeHb, B SKUX ITPOBOOUIIH
odTampMornoriuHe 06CTeXKeHHs, YaCTOTa BUMAAKIB MMOTiPIIeHHS TOCTPOTH 30PY Ta 3MiHH II0JI 30py
Oyra BUIIOIO y IAIli€HTIB, SIKi 3aCTOCOBYBaJIX Mperabail, IOPiBHSIHO 3 MalliEHTaMu 3 TPYNH Iaiebo;
YacTOTa BUHUKHEHHS 3MiH Ha OYHOMY OHi Oyja BUIIOIO0 YV TAIiEHTIB i3 rpymnu miame6o (DUB. po3min
«®apMakKoouHaMiKa»).

[Ticns Buxomy mpemnapaTy Ha PUHOK TAKOXK IMOBITOMIISIOCS PO mobivHi peakiii 3 60Ky opraHis 30py,
BKJ/TIOHAIOYH BTPATY 30PYy, HEUITKICTh 30py abo iHII 3MiHM TOCTPOTH 30py, 6araTo 3 SKux Oynu
TEMYacoBUMHU. [Tic/sl MpUNMHEHHS 3aCTOCYBaHHS nperabainy Ii cuMnToMu 3 60Ky OpraHiB 30py
MOXKYTh 3HUKHYTU a00 3MEHIIUTUCS.

Hupkosa HedocmamHicme.



[ToBimoMIsNIOCS IPO BUIIaAKX PO3BUTKY HUPKOBOI HEJOCTATHOCTI, fKa iHOAi 6y1a 000pOTHOIO Mic/Is
IPUNMHEHHS 3aCTOCYyBaHHS Mperadariny.

BiOMiHa cynymHix npomuenizienmuy4HuUx npenapamis.

Hapasi HegocTaTHBO JaHUX IO0 TOr'0, YA MOXKHA BIAMIHATYU CYIIYTHI IPOTUEIIENITUYH] IIperapaTy
IiCIIst TOTO, SIK y Pe3yNbTaTi JomaBaHHs nperabaniny go Teparii 0yge JoCITHYTO KOHTPOIIIO 3a
cymoMaMu, 1100 IepeiTH Ha MOHOTepaIrio nperabamiHoM.

CumMnmomu 8iOMiHU.

Y mesikux TMallieHTiB MmicIs MPUIIMHEHHS KOPOTKOCTPOKOBOI abo TpHBaJjIol Teparii mperabaniHoM
CIIOCTEpPIiraaucs CUMIITOMHU BimMiHu mpemnapaty. [ToBimoMIIsiiocst mpo Taki sBuira: 6e3COHHS,
TOJIOBHUI OiNlb, HYNOTa, TPUBOXKHICTH, Oiapes, TPUIONONIOHNIE CUHIPOM, HEPBO3HICTb, menpecis, 0irnb,
Cy[IOMH, Tileprigpos i 3amaMOpOoYeHHs, IKi BKa3yloTh Ha (Pi3uyHy 3anexHicTh. 1o iHpopMaLito cif
TIOBiIOMUTH IAIli€HTY Ilepef II0YaTKOM Teparlil.

Cynomu, 30KpeMa emiIenTUYHUN CTaTyC Ta BEJIUKi Cy[JOMHI Hallagu, MOXKYTb BUHUKATHU IIif] Yac
Teparii mperabaniroM abo HEBIOB3i MiC/Is HOTO BigMiHU.

Hani mopmo BigMiHu nperabariHy Mmicis TPHBaJIOro 3aCTOCYBaHHS BKa3ylOTh Ha Te, II0 YacToTa
BUHVKHEHHS Ta CTYIIiHb TSIXKKOCTI CUMIITOMIB BiMIHM MOXKYTb 3ajieXkaTHu Bifj LO3HU.

3acmitiHa cepuesa HedocmamHicmu.

[licns BUXOOy IperapaTy Ha PUHOK MIOBIIOMIISJIOCS IIPO 3aCTiliHy CepleBy HEJOCTaTHICTh Y AeIKUX
nalieHTiB, sSKi npuiiManu nperabasin. Taka peakilis crocTepiranacs 30e0inblIoro mif yac JiKyBaHHS
nperabaiHoM HelponaTUYHOro 60JIi0 y MallieHTiB JIiITHHOTO BiKY 3 yXKe iCHYI0OUMMH CeplieBo-
CYOVHHUMM TIOPYyLIIeHHSAMU. TaKuM IalieHTaM miperabaliiH CiIif 3aCTOCOBYBaTH 3 00epexHicT0. [Ipu
IPUIIMHEeHHI 3aCTOCYBaHHS mperabatiHy 1ie sSBUIlle MOXe 3HUKHYTH.

JIiKysaHHA HeliponamuyHo20 60410 UeHMpPAd/abH020 NOXO00HCEHHS 8HACAIOOK YPAHCEHHS CNUHHO20
MO3KY.

[Tig yac mikyBaHHS HENPOIATUYHOTO 0O0JII0 IEHTPATBLHOIO MMOXOOXKEHHS, BUKJIMKAHOT'0 YPaXKeHHIM
CIIMHHOTO MO3KY, 30i/bIITyBaacs 4acToTa NOoOIUHUX peaklidl y LiToMy, a TaK0X IO0IYHUX peaklii 3
00Ky IIeHTpaJIbHOI HEPBOBOI CUCTEMH Ta 0COOIMBO COHIUBOCTI. Lle MoxKe OyTH IOB’SI3aHO 3
aIUTHBHOIO [i€I0 CYMyTHIX MiKapchKUX 3ac00iB (HApUKiIa[g aHTUCIACTUYHUX IIperaparis),
HeoOXiIHUX [JId TiKyBaHHS I[bOTO cTaHy. Lo o6cTaBuHy Ciif OpaTu J0 yBaru, Npr3Hadaidu
nperabaJiiH Ipy¥ TaKOMY CTaHi.

IIpurHiYeHHd OVXaHHS.

[ToBimOMIISANIOCS PO BUNAAKY BaXKKOI'0 IIPUTHIYEHHS OUXaHHSA y 3B's3KY 13 3aCTOCYBaHHIM
nperabaniny. [TallieHTy 3 MOPYIIeHO00 AUXalbHOI0 QYHKIIEI0, pecrnipaTOpHUMU ab0 HEBPOJIOTiUHIMU
3aXBOPIOBAHHAMU, HUPKOBOK HE[OCTATHICTIO, OMHOYACHUM 3aCTOCYyBaHHAM paemnpecaHTiB LTHC Ta
0co0H JITHROTO BiKy MOXKYTh MaTH OinbLUINY PU3UK BUHUKHEHHS L€l BaxkKoi mobiyHoi peakiril. [is
VX TTAIiEHTIB MOXe 3Hafl0OUTUCS KOPUTYBaHHS JO3U.

CyiuudasbHe Muc/ieHHA ma nosediHKa.

HOBiI[OMJ'IF{J'[OCH IIPO BUIIAOKU CYiHHJIaHBHOTO MUCJIEHHS Ta IOBEIIHKU y l'IaI_IiGHTiB, K1 OTPHUMYBaAJIn
Tepanilo HpOTI/IeHiJ'IeHTI/I‘-IHI/IMI/I IIpernapaTaMy 34 OesIKUMU IIOKAa3dHHSAMHU. 3a pe3ylibTaTaMu



MeTaaHali3y JaHuX, OTPUMAHUX Y X0l paHIOMi30BaHUX, Male00-KOHTPOJILOBAHUX OCTiIXKEHb
MIPOTHUEMINIENTAYHUX IIpelapaTiB, TaKOXK CIIOCTEPIragocs HEBEJIUKE MiABUIIEHHS PU3UKY IIOSIBU
CyIIIMAaIbHOTO MUCJIEHHS Ta IOBEIiHKKA. MexaHi3M BUHUKHEHHS IIbOT0 PU3UKY HEBIIOMHUM, a HasgBHI
MaHi He BUKJIIOYAIOTh MOXKJIMBOCTI iCHYBaHHS IIiIBUILIEHOT'0 PU3UKY IIPU 3aCTOCYBaHHi perabariny.

Y 3B’s13Ky 3 MM HE0OXigHO pPeTeIbHO CIIOCTePiraTy 3a MallieHTaMu [J BUSBIEHHS 03HaK
CYIMAaIbHOTO MUCJIEHHS Y ITOBEMiHKY Ta PO3TJISHYTH OOUIBbHICTh IpU3HAUYEHHS BiOBIIHOTO
JiKyBaHHS. Y pasi [0sBU 03HAK CYIIMAaIbHOTO MUCIEHHS ab0 MOBeMiHKY MallieHTH (Ta ocobu, 110
OOTJIAAA0Th 32 HUMU) IIOBUHHI 3BEPHYTHUCS 110 MEOUYHY AOIOMOTY.

IocipweHHA GYHKUIT HUNCHIX 8i00iai8 WAYHK080-KUWKOB020 MPAKMY.

[Ticns Buxomy mpenapaTy Ha PUHOK IIOBIOMIISINIOCS TIPO SBUINA, II0OB’sI3aHi 3 MOTipieHHIM QYHKII
HUXKHIX BiJiiB UITYHKOBO-KUIIIKOBOI'0 TPAKTY (TakKi SK HEMPOXiAHICTh KUIIEUYHUKY, TapaliTuYHa
HEeTIPOXiAHICTh KUIIEeYHUKY, 3a10p), IpX 3aCTOCyBaHHi mperadasiny pa3oM 3 JIiKapCbKUMHU 3aco0aMu,
III0 MOXKYTh BUKJIMKATH 3aIl0p, HAaIPUKJIa[ OMiOIMHUMHU aHalIbreTUKaMU. [Ipu ogHOYacHOMY
3aCTOCyBaHHI nmperabaiiHy Ta OmioimiB CITif BXKUTH 3aXO0[iB s MPOGinakKTUKYU 3amopiB (0C06IUBO Y
JKIHOK Ta IaI[i€HTIB TITHBOTO BiKY).

O0HoyacHe 3acmocy8aHHA 3 onioidamu.

PekoMeHOy€eThCST OTPUMYBATUCS 00€PeKHOCTI ITPY IPU3HAYeHHi mperabastiHy OgHOYACHO 3
omioigamu yepes pu3uk npurHideHHsa Qyukuii [THC (oguB. po3nin «B3aeMopis 3 iHIIUMU JTiKapChKUMU
3acob6aMu Ta iHIIi BUOW B3a€MOil»). Y MOCHiIXKeHHi BUMTaflOK-KOHTPOIb 0Ci0, sIKi 3aCTOCOBYIOTh
OTIi0i[M, MiBUILEHUH PU3UK CMEPTHOCTI, TIOB’sI3aHOi 3 omioigaMu, OyB y MAIiEHTIB, IKi OTPUMYBaJIu
Tepariio mperabaaiHOM OOHOYACHO 3 OIi0IIOM, IIOPIiBHSIHO 3 TAaKUM IIPU 3aCTOCYBaHHI JIXIIIE OMiOifiB
(ckopuroBaHne cmiBBigHommeHHs maHciB [aOR], 1,68 [95 % 11, 1,19-2,36] ). Takuii migBuIieHU# pu3uK
CIIocTepiraBcst Mpu HU3BKUX J03ax mperabaniny (< 300 mr, 1,52 aOR [95 % [, 1,04-2,22]) 3
TeH[IEeHIIi€l0 [0 30iMbIIeHHS PU3UKY IIPU BUCOKUX Ho3ax nperadaniny (> 300 mr, 2,55 aOR [95 % 11
1,24-5,06]).

HenpasuibHe 3acmocy8aHHs, 3/1084CUBAHHA OO 3d/1eHCHICMb.

[ToBimOMIISINIOCS IIPO BUMIAAKYW HEIPABUIBHOTO 3aCTOCYBaHHS, 3JI0BXKUBAHHS Ta 3ajeXHOCTi. Cif 3
00epeKHICTI0O 3aCTOCOBYBATH IIpenapar IMallieHTaM 3i 37I0BXKHBaHHSIM Pi3HUMU PEYOBHHAMHU B
aHaMHe3i; HeoOXigHO CIIoCcTepiraTyu 3a MalliEeHTOM [JIs BUSBIEHHS CUMIITOMIB HEIIPABUIIBHOTO
3aCTOCYBaHHS, 3JI0BXKUBaHHS a00 3aJIe’KHOCTI Bif mperadariny (IOBiTOMIISAIOCS IIPO BUTTAAKU
PO3BUTKY 3BUKaHHS, [IEPEBUIEHHS IPU3HAYEHOl J03H; TOBEiHKH, CIPIMOBaHOl Ha OTPUMAaHHS
mpenapary).

EHuegasonamis.

[ToBimoMusinocs mpo BUMAAKM eHIedanonarii, [0 BUHUKAIU IIepeBakHO Y Malli€HTIB i3 CyNyTHIMHI
3aXBOPIOBAHHSMH, 110 MOXKYTh CIIPOBOKYBaTHU eHIle(asonaTilo.

HenepeHocumicmb 4dKmo3u.

[Ipenapart Jliprka MiCTATH 1akTO3y. [lalmieHTaM 3 TAKMMU PiAKICHUMHU CIIaAKOBUMU
3aXBOPIOBAHHSMH, SIK HEIIEPEHOCHMICTh rallaKTO3H, JJaKTa3Ha HefocTaTHICTE Jlamma a6o CHHIPOM
MasibabcopO1lii TTI0K03M Ta rajlakTo3H, He CIIiJ] 3aCTOCOBYBATH Iieil Ipenapar.

BwMmicT HaTpilo.



Jlikapcekuii 3aci6 Jliprka MicTUThL MeHIIle 1 MMOJb HaTpito (23 Mr) Ha Kamcyiny, TOOTO IpakKTU4YHO
BinpHUY Bif HaTpito. [Ipo 1le MOXXHa MIPOiH(POPMyBaTH NMAIiEHTIB, IKi JOTPUMYIOTHCS Oi€ETH 3 HU3BKUM
BMiCTOM HaTPIio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

2KiHKY penpOOyKTUBHOTO BiKY / 3aC00M KOHTpalenIlil O KiHOK i YONOBIKiB.

OcCKinbKY NOTEHUIMHUY PU3UK [OJIS JIIOOUHU HEBIIOMUM, KIHKYA PEIPOAYKTHUBHOTO BiKY, TIOBUHHI
BUKOPUCTOBYBaTU e(eKTHBHI 3aC00M KOHTPAIEILIii.

BariTHIiCTE.
HanexHni maHi mmomo 3acTocyBaHHs nperabaiHy BariTHUMU XiHKaM# BiICYyTHi.

B xomi mocmimkeHb Ha TBapuHaX Oyja MpoeMOHCTPOBaHA PENPOAYKTUBHA TOKCHYHICTh.
[ToTeHUiIMHNWY PU3UK OIS MIOOUHYU HEBITOMUIA.

[Tpemapart Jlipuka He CJIiff 3aCTOCOBYBaTH B IePiofl BariTHOCTI 6€3 HaraabHOl MOTPedu (KOIKu KOPUCTh
[JIs1 MaTepi SBHO IIePEeBUILyE MOXKJIMBUY PU3UK [T IIJI0fA).

TongyBaHHS TPYOOLo.

HeBenuka KinbKicTh nperabaniny Oyia BUsIBIEHa Y MOJIOLI XiHOK, fKi TOAyIOTh rpynnto. Crig
IIOBITOMUTH XKIiHKaM, fIKi TOLYIOTh I'PYAAL0, 1[0 TOAYBaHHS I'PYLAOI0 HE PEKOMEHOYETHCS IIif Yyac
3aCTOoCyBaHHS Iperabatiny.

DepTUNLHICTD.
Kniniyni mani mopo BrmuBy nperabariny Ha GepTUNIbHICTh XKIiHOK BiICyTHI.

[Tig yac KIiHIYHOTO [OCTigXKEHHS BIUIMBY IperabaiHy Ha PyX/IMBiCTh CIIepMaTO30idiB 3M0POBi
noOpOoBOJIbLIL YOIOBiUOI CTATi 3acTocoByBasnu mperabanin y mo3i 600 mr/oo0y. [Ticis 3acTocyBaHHS
IIpernapary IpoTIroM 3 MiCSIliB )KOIHOT0 BIJIMBY Ha PYXJIMBICTh CIIePMaTO30iMiB HE BUSBIIEHO.

Y xomi mocmipxkeHHST PepTUIBHOCTI Y caMuIlb LTYPiB CIIOCTepiraBcs HeOazkaHUM BIJIUB Ha
PenpOnyKTUBHY QYHKIII0. Y X0i OOCHiAXKeHH (epTUIbHOCTI y CaMIiB IIypiB CIIOCTEpIraBcs
HeOakaHW BIJIVB Ha PENPONYKTHUBHY (PYHKIII0 Ta po3BUTOK. KiTiHiuHa 3HAUyIIiCTh IIUX Pe3yIbTaTiB
HeBizoMa.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aemompaHcnopmom abo iHwumu
MexaHiamamu.

Jlipuka MoXe CIpaBisATH He3HaYHUMU a00 MOMipHUY BIIJIUB Ha 3MATHICTh KEPyBaTU TPAHCIOPTHUMU
3aco0aM¥u Ta MpaIloBaTH 3 IHIMMMH MexXaHi3MaMu. JlipuKa MOxKe BUK/IMKATHA 3allaMOPOYEHHS U
COHJIMBICTb, i TAKMM YMHOM, BIIJIUBATH Ha 3MATHICTb KePyBaTU TPAHCIIOPTHUMU 3aco0aMu Ta
IIpalfOBaTy 3 IHIIMMU MeXaHi3MaMu. Y 3B'I3Ky 3 [IUM IallieHTaM CJIil peKOMeHyBaTu
yTPUMYBATUCS Bifl KEPyBaHHS TPAaHCIOPTHUMH 3acobaMu, Bifl poOOTH 3i CKITaiHOI0 TEXHIKOIO
Ta Bif iHIOI MOTEHLINHO He0e3MMeYHol OisJIbHOCTI, MOKHX He CTaHe BimoMO, YH BIIMBAE e



JiKapchbKWM 3acib Ha IXHIO 3[aTHICTh 10 TaKOl AisiTbHOCTI.

Cnoci6 3acmocyeaHHsi ma do3u.

Cnocib 3acmocyBaHHs:.

[Ipenapart Jlipuka npuiMaloTh HE3alIeKHO Bifl IPUHUOMY IXi.

Iauu# mikapCchbKuii 3acib Mpu3HaAUYeHU BUKIIIOYHO OJIsI IIEPOPAJIbHOTO 3aCTOCYBAHHS.
Ho3u.

[iama3oH [03 mpenapaTy Moxe 3MiHioBaTuCA B Mexkax 150-600 mr Ha 1o0y. [Jo60oBy m03y
PO3MOMiNsAoTh Ha 2 abo 3 mpuitoMu.

Heviponnatuunuii Gifb.

Tepamito nperabaniHoM MoxHa po3noydaTty 3 fo3u 150 mMr Ha moOy, po3nopineHoi Ha 2 abo

3 npuiioMu. 3ayeXkHO Bifl iHOUBiAyalbHOI BiATIOBiAi Ta TePeHOCUMOCTI IIpenapaTy MalieHToM 03y
MoxHa 30inpmmTy 0o 300 Mr Ha goOy Yepe3 3-7 OHIB, a 3a HEOOXiMHOCTI - 10 MaKCUMaIbHOI 1031
600 Mr Ha go0y mie micns 7 OHiB.

Eninencisg.

Tepamito nperabaniHoM MoxkHa po3noydaTy 3 fo3u 150 mMr Ha mo0y, po3nopineHoi Ha 2 abo

3 mpuiioMu. 3anexkHo Bifl iHIUBiAyaIbHOI BiTIOBiMi Ta TEPEHOCUMOCTI IIpenapaTy MalieHToOM 103y
MozkHa 36inpmuTy fo 300 Mr Ha go0y micis mepiioro TUXHS nikyBaHHS. [lle uepe3 oguH TUXKIEHD
Mo3y MOXKHa 30i/MbIUTH 00 MaKcuMasbHOI - 600 Mr Ha mo0y.

['eHepaizoBaHUi TPUBOXKHUYU PO3Tal.

Io3a, Ky PO3MOMiNgoTh Ha 2 abo 3 mpuiioMu, MOXKe 3MiHIoBaTHCS B Mexax 150-600 Mr Ha mo0y.
[epioguyuHo cif nepernsgaTi HeoOXigHICTh MPOJOBXKEHHS Teparril.

Tepamito mperabaniHoM MoxHa po3modaTy 3 fo3u 150 Mr Ha moOy. 3amekKHO Bif iHAMBiMyamIbHOI
Bi[IMOBIifIi Ta MePeHOCUMOCTI ITpenapaTy nauieHToM 103y MoxHa 30inbmuTu 7o 300 Mr Ha moby micrns
TIEPIIOTO THKHS JiKyBaHHSA. [1ics 1e 0OOQHOTO TUXKHS IPUUOMY 003y MoxXKHa 30inpmutu go 450 Mr Ha
no0y. Ille yepe3 omuH TUKOEHD 003y MOXKHA 30iMbIINTH 00 MaKcuMalbHOI - 600 MT Ha [o0y.

®ibpomianris.

PekomMeH0BaHa [I03a Ipenapary ajs aikyBanHs pibpomianrii cranoBuTs Big 300 mo 450 Mr Ha mo0y.
JIikyBaHHS CJTif PO3MOYMHATH i3 3aCTOCYBaHHA 03U 75 Mr aBiui Ha mo0y (150 Mr Ha moby). 3amexHo
Bif e(eKTUBHOCTI Ta IEPEHOCUMOCTI, f03y MozxkHa 30inburyBaTu fo 150 mMr gBiui Ha o0y (300 Mr Ha
no0y) MPOTATOM OFHOTO THXKHS. [I715 MAIliEHTIiB, M1 SKUX 3acTocyBaHHS no3u 300 Mr Ha K00y €
HeIOCTAaTHbhO e(PeKTUBHUM, MOXKHA 30iMbIIUTH HO3Y [0 225 MT ABivi Ha mo0y (450 Mr Ha mo0y). Xouya
icHye mocmimkeHHs 3acTocyBaHHS no3u 600 Mr Ha Ho0y, HOKa3iB TOTO, II0 3aCTOCYBAHHS 1Ii€i 103U
Oyme MaTu JOJATKOBY IepeBary, HeMa€; TaK0X TakKa [03a Maja Tiplly nepeHoCuMicTh. bepyuu mo
yBaru mno303ajexHi mobiyHi peakiiii, 3acTocyBaHHS o3 Buille 450 Mr Ha 000y He PeKOMEHIYETHLCS.
Ockinbku Jlipuka BUBOJUTHCS TOJIOBHUM YMHOM HUPKaMH, CJIil KOPUTYBaTU [03y IpernapaTy
nalieHTaM i3 mopymeHHAM QYHKIIil HUPOK.



Binmina nmperabamniny.

BigmoBigHO mo mito4oi KiHiYHOI IpaKTUKY, IPUNIUHATY Tepalliio nperabaniHoM peKOMeHIy€EThCS
IIOCTYTIOBO, IPOTATOM IIIOHAMMEHIIIe OQHOTO TUXKHS, He3aJIeKHO Bif T0Ka3aHb (OUB. PO3OiIU
«OcobmuBOCTi 3acTocyBaHHA» Ta «I106iuHi peakIii»).

[MopyieHHs GYHKII HUPOK.

[TperabariiH BUBOOUTHLCS 3 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJTIAI, TIepeBaKHO HUPKaMHU.
OcCkinbKy KJlipeHC Iperadasiny NpsiMo IPONOPIiMHNYN KITipeHCY KpeaTUHiHY (OUB. PO3MiN
«PapMaKOKiHETHKa»), 3MEHIITYBaTH A03y MAallieHTaM 3 MOPYLUIeHHSAM (PYHKII1 HUPOK CJIif
iHmuBimyanbHO, SIK 3a3Ha4Y€HO B TAOIUIl HUXKYe, BifMOBiogHO H0 KitipeHcy KpeaTuHiny (CLcr), sKuit
BHA3HAYAIOTh 3a (HOPMYIIOH0:

(x]

[Tperabanin eeKTUBHO BUNAISETLCA 3 IJIa3MU KPOBi 3a IONOMOT0I0 remMopiani3y (50 % mpenapaty
npoTsroM 4 ropuH). [I71g nanieHTiB Ha reMopianisi ;o6oBy mo3y nperabariHy i KOpUTyBaTH
BifmoBigHO [0 QyHKIII HUPOK. KpiM mo60Boi1 1031, ogpasy Mmicis KoXKHOI 4-TOIWHHOI IPOLleypPH
reMopiani3y HeoOXilHO 3aCTOCOBYBAaTH NOOATKOBY NO3Y IIpenapary (OuB. TaOIuIo).

Kopexkuist mo3u nperabaiiny BigmoBigHO [0 GYHKIII HUPOK.

KripeHc KpeaTuHiHy  [3aranmbHa fo0OoBa fo3a nperadarniny * PexXXuM 103yBaHHSA
(CL,,) (Mm/xB) [ToyaTKOBa [03a MakcuMasbHa f03a

(Mr/mo6y) (Mr/mo6y)
=60 150 600 [IBiui abo Tpuyui Ha gOOY
>30-<60 75 300 [IBiui abo Tpuyi Ha gOOY
>15-<30 25-50 150 Pa3 abo fBiui Ha moOy
<15 25 75 Pa3 Ha o0y
[logaTkoBa f03a micins remofianisy (Mr)

[25 [100 [OnHOKpaTHA mO3a

* 3aranbHy 00o00BY 03y (Mr/mo0y) cilif Po3MOAiNUTH Ha AeKinbKa IPUIOMIB BiiIOBIAHO 0O peXUMY
INO3yBaHHS, 100 OTPUMATHU OO3Y OIS ODHOKPATHOIO IIPUHOMY (MT/mo3y).

IomaTKoBa [i03a - Iie Mof4aTKOBa OJHOKpaTHA J03a.

ITeuiHKOBa HEJOCTATHICTh.

[I7g nalieHTiB 3 MOpyLIeHHAM (QyHKIII eyinky HeoOXiMHOCTI B KOPEKIIil 103U HeMa€ (IUB. PO3Ai
«PapMaKOKiHETHUKA»).

[larienTH JITHLOTO BIKY.



[I7g nmalieHTiB MITHHOTO BiKy Yepe3 MOoTipieHHS QyHKIil HUPOK MOxe OyTH NOoTpi0He 3MEeHIIeHHS
no3u mperabaniny (muB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»).

Himu.

Besneka Ta epeKTUBHICTh IpenapaTy JliprKa Ipy KWOro 3aCTOCYBaHHI OiTAM (BikoM 0 18 pokiB) He
BCTaHOBIeHi. [IoCTyIIHa Ha Liel yac indopmallig HaBefieHa B po3aini «[1o0iyHi peakiii», a TaKOXK y
po3pinax «®apMmakonuHaMika» 1 «PapMakOKiHeTUKa», OOHAK, CIIUPAOYUCh Ha HUX, HEMOXIIUBO
HaJgaTH XKOOHUX PEeKOMEeH[allill oK0 J03yBaHHA I[ill KaTeropil MaIfi€HTiB.

Ilepedo3yeanHsi.

[Ticns Buxomy mpemnapaTy Ha PUHOK IIOBIMOMIISIOCS, 10 HaWYacTillMMy MOGiYHUMYU peakIisiMu pu
nepeno3yBaHHi mperabainy 6y COHMUBICTD, CIUIYTAHICTh CBiIOMOCTI, 30y I:KeHHS Ta HECIIOKil.
TakoXX HaJXOOWUIY MIOBiIOMJIEHHS IIPO CYOOMHU.

Pimko moBimOMISIOCS IPO BUIIAAKH KOMH.

JIikyBaHHS Iepefo3yBaHHS nperabaliHy Moisrae y 3arajbHUX MigTPUMYyBaJbHUX 3aX0flax Ta 3a
noTpebu MoxKe BK/TIOUATH reMofiani3 (quB. po3min «Croci6 3acTocyBaHHS Ta HO3U», TaOIHIIs).

ITo6iuni peakuii.

Y kniHiyHiN nporpaMi mocigxkeHHs nperabaniny #oro orpumanu moHan 8900 marieHTiB, 3 HUX
5600 - y4aCHUKY TTOABIMHO CIIMUX Ma1e00-KOHTPOIbOBAHUX JOCIigXKeHb. HaltuacTimmumu
3apeecTpoBaHMMHU NMOOIYHUMY peakLigMy OyIu 3alaMOPOYeHHS Ta COHNMUBICTL. [100iuHi peakiril
3a3Buyay Oyu J1erkoro abo MOMipHOTO CTyMeHs. B yciX KOHTPONMbOBAaHUX MOCIIIXKEHHSIX ITOKA3HUK
BiIMiHY mpemnapaTy 4epe3 nobiuHi peakiii ctaHoBUB 12 % cepep mallieHTiB, SKi TpuiiManu
nperabariH, Ta 5 % cepeq Malli€eHTiB, SKi oTpuMyBanu mnane6o. HaftyacTimumu mobivHIMU
peakiliaMy, 110 IPU3BOAUIN 0O MIPUIKHEHHS 3aCTOCYBaHHA IIpernapaTy AOCTigKeHHs, B TPy
nperabainy 6y 3a1aMOpPOYEeHHS Ta COHJIUBICTD.

Huxxue HaBepeHi Bci M06GiuHI peakilii, 1110 BUHMKAIM YacTillle, HiK TP 3aCTOCyBaHHi maiebo, Ta
OinblIe HiXK y OOHOTO TallieHTa; I1i Mo0iyHi peakilil mepenideHi 3a cucTeMaMy OpraHiB Ta 3a
YacTOTO: AyXKe 4JacTo (= 1/10); gacro (Big = 1/100 mo < 1/10); HeuacTo (Big = 1/1000 go < 1/100);
pimko (Bim = 1/10000 mo < 1/1000); myxke pimko (< 1/10000); yacToTa HeBimoMa (He MoxKe OyTH
OlLliHeHa Ha OCHOBi HasIBHUX JaHUX). Y KOXHIi{ I'PyIIi 3a 4aCTOTOI0 BUHUKHEHHS M00iYHi edeKTH
IIPefICTaBIIEHO B MOPSAAKY 3HUKEHHS CTYyIIEeHS 1XHbOl CEPUO3HOCTI.

3a3HayueHi no0iuHi peak1ii TaK0XK MOXKYTb OyTH IOB’3aHi 3 epebiroM 0OCHOBHOTO 3aXBOPIOBAHHS
Ta (a60) CcynyTHIM 3aCTOCYBAHHSIM iHIIUX JIiIKapCbKUX 3aco0iB.

[Tig yac mikyBaHHS HEMPOMATUYHOTO GO0 IEHTPAILHOTO TOXOAXKEHHS, BUKJIUKAHOTO YPaXKeHHSIM
CIIMHHOT'0 MO3KY, 30ibIITyBaiacsd 4acToTa MobiuHuX peakiiil y 1iloMy, YacToTa MoO0iYHUX peakiiil 3
6oky LITHC Ta 0co011BO COHNUBICTH (OUB. Po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).

IomaTKoBi Mo6iuHi peakiiil, Ipo SKi MOBiAOMJISIOCS IIiCJIT BUXOMY IIpenapaTy Ha PUHOK, HaBedeHi



HUXK4Ye ¥ 03HAYeHi KypCUBOM.

IHdex1il Ta iHBa3i.

YacTo: Ha30(hapHUHTIT.

[NopymieHHs 3 60Ky KPOBi Ta aiMbaTUYHOI CUCTEMH.

HeuacTo: HelTponeHis.

[NopymeHHs 3 60KY iMyHHOI CHCTEMH.

Heuacrto: 2inepuymaugicmo.

Pigko: aneioHespomuyHull Habpsk, asnepeiuHi peakuii, aHaimaKTOIIHI peakirii.
[NopyuieHHs 06MiHY PeYOBUH, MeTabO0Ii3MYy.

YacTo: NmigBUILIEHHS alleTUTy.

HeuacTo: BTpaTa aneTtury, rinoriikeMis.

3 OOKY IICHUXIKH.

YacTo: elihOpuYHUHN HACTPIi, CITyTAHICTh CBiIOMOCTI, IpATiBNIUBICTh, Ie30pieHTallisl, 0e3COHHS,
3HUKEHHS nibino.

HeuacTo: ramouuHanii, maHiyHi aTaku, HECIOKiH, 30yOKEHHS, Ielpecis, IPpUTrHiueHu# HacTpil,
migHeCeHUN HACTPi, azpecis, 3MiHK HACTPOIO, MellepCoHati3allis, yrpyaqHeHui 1o6ip s,
IIaTOJIOTiYHI CHOBUIIHHS, IOCUJIEHHS Ii6im0, aHOpra3Mmis, amaris.

Pigko: po3raipMoByBaHHS.

HOQSZH.IGHH?I 3 6OK§Z HepBOBOi CUCTEMHU.

IyXe 9acTo: 3allaMOPOYEHHS, COHIUBICTh, T'OJIOBHUIH Oilb.

YacTo: aTakcisg, IopylieHHsI KOOpAUHAllil, TpeMOop, AU3apTpPis, aMHe3is, MOTipIIeHHs maM’sTi,
NOpYIIEeHHS yBary, apecresis, rinecTesis, cegaTuBHUYN e(PeKT, IOPYyIIeHHS PiBHOBArH, JIeTapris.

HeuacrTo: cMHKOIIE, CTYIIOP, MiOKJIOHiS, Bmpama ceidomocmi, ICUXOMOTOPHA TillepaKTUBHICTS,
OUCKiHe3is, IOCTypa/ibHe 3allaMOPOYeHHS, IHTEHIIINHUY TPEMOD, HicTarM, OpylieHHs KOTHITUBHUX
GbyHKIIIN, nopyweHHA ncuxiku, po3nagu MOBJIeHHS, TinopedreKcis, rinepecTtesis, Bif4yTTs NeYiHHS,
areBa3is, 3a2a/nbHe He30YXHCAHH A, allaTisg, HABKOJIOPOTOBA ITapecTe3isi, MiOKIOHYC.

Pigko: cydomu, mapocMis, TinmokiHesis, gucdaris, rimanresis, 3aeXKHICTb, MO30YKOBUU CUHAPOM,
CHHOpPOM 3y64yacToro Kojeca, KoMa, Oefipil, eHlledasomnarTis, eKcTpanipaMifHui CUHOPOM, CHHIPOM
liena - Bappe, BHyTpilIHbOYEpEIHA TiepTeH3is, MaHiaKa/IbHi peakilil, mapaHoigHi peakiiii, po3nagu
CHY.

[TopyuieHHs 3 60Ky OpraHiB 30py.

YacTo: HEeYiTKICTh 30PY, OUILJIONISA, KOH IOHKTUBIT.



Heuacro: BTpaTa nepuhepudHOro 30py, MOPYIIeHHS 30py, HaOPSIK odel, medeKTH oIS 30Dy,
3HUKEHHS TOCTPOTHU 30pYy, Oifib B 0Yax, acTeHOIis1, GOTOICisI, CyXiCTh B 04YaX, MigBUIIEHE
CITbO30BUMOINIEHHS, TIOAPa3HeHHs ouel, 6;1epapuT, mOpyIIeHHs aKOMOMallil, KPOBOBHJIMB B OKO,
CBiT/I000513Hb, HAOPSK CiTKiBKH.

Pigko: empama 30py, kepamum, OCIIUIOICisI, 3MiHa 30POBOT0 CIIPUUHSATTS TTUOUHH, Mifpias,
cTpabi3M, SICKpaBiCTh 30py, aHi30KOPisl, BUpa3KM POTiBKH, eK30(TanbM, apajiid 04HOro M’s3a, ipuT,
KepaTOKOH IOHKTHBIT, Mi03, HiYHa CJIinoTa, 0pTalbMOIIIEris, aTpodist 30poBOro HepBa, HAOPSIK OKUCKa
30pOBOTO HEPBA, IITO3, YBEIT.

[TopyuieHHs 3 00Ky OpraHiB CIIYXy Ta PiBHOBarH.
YacTo: BepTUro.
Heuacro: rinepakyasis.

[MopymieHHs 3 6OKY CepIIs.

HeuacTo: Taxikapmisi, aTpioBeHTPUKYIsSpHa OJI0Kada MepIIoro CTyMeHs, CHHYyCcoBa OpaguKapmis,
3acmiliHa cepuesa He0ocmamHicms.

Pigko: nodoesacenHsa inmepsaay QT, cuHyCcOBa TaXiKapfisi, CHHyCOBa apUTMis.

[MopyineHHs 3 60Ky CYINH.

Heuacrto: apTepianbHa rifnoTeH3is, apTepiajibHa rinepTen3sis, IPUIIUBY, TillepeMis, BIfUyTTS X0JIOAY
B KiHITiBKaX.

[TopymieHHs 3 00Ky OWXaldbHOI CHCTEMH, OPTraHiB I'PYIHOI KIIITKK Ta CEPEeNOCTiHHA.
YacTo: hapuHronapuHTeanbHuN Oifb.

HeuacTo: 3aguiiKa, HOCOBa KpOBOTeYa, Kalllesib, 3aKJIafleHiCTh HOCa, PUHIT, XPOIIiHHS, CYXiCTh
cNI130B0I 000JIOHKH HOCA.

Pigko: Habpsk sne2eHb, CTUCHEHHS B TOPJIi, TapUHIOCIIA3M, allHOe, aTejleKTa3, OPOHXIOoJiT, TMKaBKa,
¢ibpo3 nereHis, mMo3ixaHHS.

YacToTa HeBimoOMa: IPUTHIYEHHS OUXaHHSI.

HOQSZH.IGHHH 3 60Ky IMJIIYHKOBO-KHUIITKOBOT'O TPAKTY.

Yacro: 6moBaHHS, Hydoma, 3amop, diapes, MeTeopu3M, 3MYTTS KUBOTA, CYXiCTb Y POTI,
TaCTPOEHTEPHT.

HeuacTo: ractpoe3odareansHa pedimokcHa xBopo0a, rimepcekpellis CIHHH, TilmecTesis poToBoi
TIOPOXXKHUHMY, XOJIELIUCTUT, X0JIeJliTia3, KOIiT, MIJTYHKOBO-KHIIIKOBA KPOBOTEeYa, MejieHa, HabpsK sS3UKa,
peKTabHa KpOBOTEYa.

PigKo: acIUT, TaHKPeaTHT, HAbpsK A3uka, mucdariss, apTO3HUM CTOMATUT, BUpPa3ka CTPaBOXOMY,
nepiofloHTaNbHUM abclec.

lenaTobiniapHi mopyIineHHs.



Heuacro: mifBuilleHn# piBeHb e4iHKOBUX (pepMeHTiB*.
Pinko: >KOBTSIHHUIIA.

[lyXxe pigKo: e4iHKOBa HEJOCTATHICTh, TellaTUT.
[NopymieHHs 3 60KV IIKipK Ta MigMKipHOI TKAHUHHU.
YacTo: IpOoJIexKHi.

HewacTo: mamynb03He BUCHUIIAHHS, KPOIIUB THKA, Tileprifipos, ceepbidic, anomenis, CyXiCTh IIKipH,
eK3eMa, TipcyTu3M, BUpa3Ky IMIKipy, Be3UKYJ10-0yIbO3HUN BUCHIL.

Pigko: cuHOpom CmiseHca - [I#COHCOHA, XOMOOHUM IIiT, eKC(hHOoIiaTUBHUM IePMaTHUT, JTiXeHOITHUN
IepMaTUT, MeJaHo3, Po3jagy 3 O0KY HIirTiB, meTexialbHUM BUCHUII, TypPIIypa, MyCTYISPHUN BUCHII,
atpo(is WKipy, HEKPO3 LIKIpH, MIKipHI Ta MiALIKIPHI By3/IUKH.

[NopymieHHs 3 60KY OIMOPHO-PYXOBOT'0 alapaTty Ta CIIOAYYHOI TKAaHUHU.

YacTo: M’'s130Bi cygom#u, apTpanris, 6inb y cruHi, 6ib y KiHIiBKaX, Clla3Mu M’s13iB IITHi.
HeuacTo: HaOpsk cyrno6iB, Mianris, nmocinyBaHHs M’g3iB, Oifb y i, CKyTiCTh M’sI3iB.
Pigko: pabmomiomnis.

[NopyiieHHs 3 00Ky HUPOK Ta CEYOBUBIIHUX IIIAXIB.

Heuacro: HeTpuMaHHSA cedi, AU3ypis, anbOyMiHypis, reMaTypis, yTBOpeHHS KaMeHiB B HUPKaX,
Hedpur.

Pigko: HUpPKOBa HENOCTATHICTH, OJITYpisA, 3ampuMKa ceyvi, TOCTpa HUPKOBA HEOCTATHICTS,
r7I0MepynoHedPUT, mieToHePUT.

[TopylieHHS CTaTeBOI CUCTEMH Ta MOJIQUHUX 3aJI103.
YacTo: epeKTUNIbHA OUCPYHKIIS, IMIIOTEHIIiS.

Heuacro: cTaTeBa guchyHKIIisI, 3aTpUMKa eIKyAlii, gucMeHopesi, 0iib y MOJIOUHUX 3aJ103aX,
JIeKopesi, MeHoparisi, MeTpoparis.

Pigko: aMeHOpesi, BUMiIEHHS 3 MOJIOYHHUX 3aj103, 30i/IbIIeHHS] MOJIOYHHUX 3aJ103, 2iIHeKomMacmis,
IepBiluT, OanaHiT, emiguauMIT.

3aranbHi po3/1agy Ta Peakilil B Miclli BBeIeHHS.

YacTo: nepudepuuHuil HabPsIK, HAOPSK, IOPYILIEHHS XOOH, TAAiHHS, BITUyTTS CII'THiHHS, He3BUYaMHi
BiUyTT#, MiABUILIEHA BTOM/IIOBAHICTb.

HeuacTo: reHepanizoBanuii HabpsK, HAOPsK 061UYYA, CKYTICTh Y TPyaAsx, 6inb, 2Kap, cipara, 03Ho0,
3arajibHa c1a0KicTh, He3MyXKaHHs, a0cliec, 3aMaJeHHs XXUPOBOI TKAaHKWHM, PeaKIlii (OTOYyTIUBOCTI.

Pigko: rpaHynboMa, yMHUCHE 3alOfiTHHS IKOAX, 3a04epeBUHHUM Pi6po3, oK.

JlaGopaTopHi HOCTigKeHHS.



YacTo: 30imbIIeHHa MacH Tija.

Heuacro: 30inbinenHs piBHSA KpeaTuH(pochOKiHa3M B KPOBi, 301/IbIIIEHHS PiBHS T'JII0KO3H B KPOBI,
3MEHIIEeHHS KiTbKOCTi TpOMOOIUTIB, 30iNbIIIeHHS PiBHSA KpeaTHHIHY B KPOBi, 3MEHIIIEHHS PiBHS KaJlilo
B KPOBIi, 3MeHIIIEHHS MacCH Tija.

Pigko: 3MeHIIeHHS PiBHS TEUKOLUTIB Y KPOBI.

* 30inbiIeHHs piBHSA anaHiHamiHoTpaHcdepasu (AJIT) Ta acnaptaTaminoTpancdepasu (ACT).

Y mesikux MallieHTiB Micis MPUIIMHEHHS KOPOTKOCTPOKOBOI abo TpHBajIol Teparii mperabamiHoM
CIIOCTEpIranucs CUMIITOMHU BigMiHU mpenapaty. [ToBimoMIsAmocs mMpo Taki peakiiii: 6e3COHHS,
roJIOBHUY 0iNlb, HyOTa, TPUBOXKHICTH, fiapesi, TPUIIONOLIOHNIN CUHAPOM, CyIOMH, HEPBO3HICTB,
mernpecisi, 6inb, Timeprigpos i 3amaMopoyeHHs, Ki BKa3yoTh Ha (Gi3uyHy 3amexkHicTb. Lo
iH(dOopMaIlilo CIi IOBIAOMUTHU MAIiEHTY NIeper I049aTKOM Tepalil.

Iani mopo BigMiHu mperabaiHy Iicyist TPUBaAIOro 3aCTOCYBaHHS BKa3ylOTh Ha Te, III0 YaCTOTa
BUHUKHEHHS Ta CTYIiHb TSIXKKOCTI CUMIITOMIB BifMiHU MOXKYTh OYTH 00303aJIe2KHUMU.

Himu. TIpodins 6e3neku nperabasiny, BCTAHOBIEHUH Y XO/i II'ITH NOCIIXKeHb, IPOBEIeHUX 3a
y4acTIO IIefiaTpUYHUX MTAli€HTIB 3 [aplialbHUMU CYIOMHUMY HallaflaMy 3 BTOPUHHOIO
reHepasnisatiieio abo 6e3 Hel (12-TuXKHEBe [OCTiOXKeHHS e()eKTUBHOCTI Ta O€3MeKY y MallieHTiB BikoM
Bim 4 mo 16 pokiB, n=295; 14-meHHe mocmimkeHHs e)eKTUBHOCTI ¥ 6e3MeKy y MalieHTiB BiKoM Bif

1 micsins mo meHIe 4 pokiB, n=175; gocnifxeHHs GapMaKOKIiHETUKY Ta IIEPEeHOCHMOCTI ITpemnapary,
n=65 Ta [IBa BiIKPUTHUX JOCigKeHHs 6e3neku TpuBamicTio 1 pik, n=54 Ta n=431), 6yB nogibuuit K0
npodisnio, SKui crocTepiraBcs B OOCIIIKEeHHAX ¥ DOPOC/IMX TallieHTiB 3 eminencieto. HaubinbI
NOIIMPEHUMU O0IYHUMH SBUII[AMHU, 1[0 CIIOCTepPiraauch y 12-TuKHeBOMY AOCTiAXKeHH] Teparil
nperabasiHoM, OyIM COHNTUBICTB, MipeKcis, iHdeKii BepxXHiX AUXanbHUX MIIAXIB, MiIBUILIEHHS
aneTuTty, 30iMbIIeHHST MacCH Tijla Ta Ha3odapuHTiT. HalbinbIn MoMMpeHuMy MOOIYHIMY SBUIIAMHE, ITI0
crocTepiranuch y 14-meHHOMY [OCHiXKeHHi Tepartrii mperabaninoM, 6yau COHNUBICTH, iHPEKIIil
BEPXHIX IUXaTbHUX IUISAXIB i mipekcis (muB. po3ninu «Crocib 3acTOCyBaHHS Ta 03U»,
«®apMmakoguHaMika» Ta «PapMakKOKiHETHKa»).

ITogidomaeHHA npo nido3proaari nobiyuHi peakuii. [ToBimoMIeHHs PO Migo3poBaHi mobiuHi
peaxiril micys peecTpatii 1iKapchKoro 3aco0y € BaxKIuBUM. Lle mae 3Mory 3milicHIOBaTH
Oe3mepepBHUN MOHITOPUHT CITiBBIHOILIEHHS KOPUCTI Ta pU3UKY IIPX 3aCTOCYyBaHHI
JiKapCchKOro 3acoby.

Tepmin npudamHocmi. 3 POKH.

YMoBH 30epiranHsi.

He moTpe0ye crernianbuux yMoB 30epiranus. 30epiratv B HEIOCTYITHOMY [AJISI OiTEH MiCIIi.

VYnaxoBka.



g kancyn o 75 mr ta 150 Mr - mo 14 a6o mo 21 kamncymni y 6mictepi, mo 1 abo 1o 4 Gictepu B
KapTOHHIN KOpOoOT1ii.

Insa kancyn no 50 mr ta 300 Mr - o 21 xancyni y 6mictepi, mo 1 abo mo 4 6ricTepu B KaPTOHHIN
KOpPOoOL1Ii.

KaTteropis Bigmycky.

3a perenTom.

BupoOHHK.

[daiizep Mentodpekuypunr [onunenn ['M6X/Pfizer Manufacturing Deutschland GmbH.

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca MicCIsi IpoBaIXKeHHs HOro Tis/IbHOCTI.
Berpiburrerte ®paitbypr, Mycsanbmans 1, 79090 ®paitbypr, Himeuunna/

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.



